Insights in Policy

Background
The American Academy of Pediatrics (2017) recommends exclusive breastfeeding for the first 6 months of life. However, when supplementation is medically indicated, the American Academy of Pediatrics advises using pasteurized donor human milk (PDHM) if the mother's own milk is insufficient or unavailable. Although PDHM use in level III neonatal intensive care units (NICUs) for very-low-birth-weight infants (< 1,500 g) has become standard of care (Meier, Patel, & EsquerraZwiers, 2016 ), literature regarding initiation in level I mother baby units (MBUs) for well infants is extremely limited.
Boston Medical Center (BMC), located in Boston, Massachusetts, is a Baby-Friendly designated, inner-city, safety-net hospital serving disadvantaged families. In 2016, BMC's MBU cared for 2,700 births. Approximately 55% of women giving birth were African American and Caribbeanborn Black, 23% were Hispanic, 12% were Caucasian, and 10% were other ethnicities, mostly Asian and Middle Eastern. BMC receives accreditation from The Joint Commission (TJC). Accreditation is nationally recognized as a symbol of quality that reflects commitment to high performance standards and is based on a variety of performance measures, including the Perinatal Care (PC) Measure Set (TJC, 2017a) . Within that set, PC-05 measures the exclusive breastfeeding rate for term, singleton, non-NICU admitted infants during the entire hospitalization. TJC seeks an "increase in the rate" based on strong evidence that shows that the perinatal period is a critical time for the success of exclusive breastfeeding (TJC, 2017b) . In an effort to increase breastfeeding rates and thus improve PC-05, BMC's hospital leadership approved offering PDHM supplementation in the MBU. PDHM is included as a feeding choice that meets exclusive breastfeeding criteria by TJC. This article describes steps taken to initiate a PDHM program on a North American inner-city MBU and was written to aid others in their own PDHM process.
Presentation of Recommendations
Task Force
The first step of the process was forming a task force to lead and direct change. The task force consisted of the MBU nurse manager (chairperson), two nurse educators, a perinatal quality and safety nurse specialist, an International Board Certified Lactation Consultant (IBCLC), the MBU medical director/pediatrician, and a pediatric nurse practitioner. One of the task force's first objectives was to engage the nursing staff in discussion groups and assess their level of readiness, knowledge, and perception about PDHM and their ideas regarding workflow from a nursing perspective. The task force approached registered nurses (RNs) first because they are on the front lines of patient care. Communicating with nursing staff from the beginning is supported by Carroll and Herrmann (2012) . Their study found that approximately one-third of surveyed NICU RNs had reservations about PDHM use or did not agree to the use of PDHM. The most common reasons for not recommending to parents included questions regarding screening, processing, transport, storage, and transmission of infectious diseases. Gaining overall perspective from the NICU's PDHM implementation in 2011 was essential, in terms of understanding the process, opportunities, and challenges. As program planning progressed, members of the task force also consulted with translator services, the pediatric infectious disease service, legal and risk departments, information technology, and the perinatal service committee.
The Policy
The first choice for supplementation is mother's own milk; however, if it is not available despite appropriate attempts to express, staff will then initiate PDHM. The unit's PDHM policy specifically addresses four key points: eligibility criteria, provider order, informed consent, and parent education. After considering the financial cost of PDHM, the task force decided on six eligibility criteria known to be frequently associated with formula supplementation on the unit. Infants with the following possible indications for supplementation qualify for PDHM: hypoglycemia, hyperbilirubinemia requiring phototherapy, greater than 10% weight loss any time during hospitalization (Mezzacappa & Ferreira, 2016) , maternalchild separation, small for gestational age, or late prematurity (35.0-36.6 weeks' gestation; Kellams et al., 2017; Walker, 2015) .
A provider (MD, nurse practitioner, or certified nurse midwife) must obtain an informed consent from the infant's mother or legal guardian. Based on BMC's patient population, the informed consent was translated into three languages: Spanish, Haitian Creole, and Portuguese. The informed consent confirms that mothers receive education about PDHM, are aware of the donor screening and milk pasteurization process, and understand that the milk bank follows Human Milk Banking Association of North America (HMBANA) guidelines and confirms that all of their questions are answered. At present, mothers are consented as supplementation needs arise, as opposed to consenting every mother on admission.
A task force member wrote an educational sheet for mothers that reads at a fifth-grade level and was translated into the three languages noted above. It describes the benefits of PDHM and the process of donor screening and milk pasteurization. If mothers have questions regarding possible infectious and noninfectious contaminates in PDHM, they are reassured that the risk of viral or bacterial transmission is quite small due to the screening and pasteurization process and that the screening and pooling process renders any noninfectious exposure risk insignificant (maternal medications, illicit drugs, tobacco, alcohol) (American Academy of Pediatrics, 2017). Mothers are also educated regarding milk supply support. Medical and nursing staff reinforce the importance of stimulating breast tissue either by hand expression or with an electric hospital-grade pump. Breastfeeding ad lib and skin-to-skin contact, if possible, are strongly encouraged.
Ordering and the Budget
The number of milk banks in North America is rising, with 23 nonprofit HMBANA-certified banks in the United States and 3 in Canada (HMBANA, 2015 (HMBANA, -2016 . Several for-profit banks also exist. BMC obtains PDHM from Mothers' Milk Bank Northeast, which follows strict HMBANA (2015) guidelines. The availability of PDHM purchase is based on Mothers' Milk Bank Northeast's inventory. Despite no restrictions on the use of PDHM in any state, distribution may be subject to federal and state guidelines (American Academy of Pediatrics, 2017).
An IBCLC orders and monitors PDHM supply for the unit. Based on anticipated need, weekly online orders are usually a combination of 50-cc and 100-cc bottles. The milk arrives frozen in an insulated box packed in dry ice, usually on the same day or the day after the order is placed. After delivery, an RN follows a PDHM checklist to ensure proper handling and effective communication between shifts. HMBANA Breast Milk Storage Guidelines recommend evidence-based storage and safe thawing procedures. For example, after the PDHM is defrosted, it expires in 24 hours (Jones, 2011) .
The BMC Department of Nursing pays for the full cost of the PDHM, which is $4.00 per ounce plus shipping charges. Other types of funding may include grants or private funding. In the 1st year of the program, the unit used about 350 ounces of PDHM. Mothers have the option of purchasing PDHM from the milk bank if their infant requires continued supplementation upon discharge. In this case, a provider's prescription and close follow-up is arranged, as well as outpatient lactation support and an electric pump to use at home. Reimbursement for PDHM is hugely inconsistent between states and most often between other private third-party payers. At the time of manuscript submission, California, Maryland, Kentucky, Texas, Utah, and New York are the only states that have PDHM reimbursement legislature (New York Milk Bank, 2016) .
Equipment
Maintaining and feeding PDHM on the unit require certain equipment and supplies. Frozen milk is stored in a dedicated 4-cubic-foot freezer. Defrosted bottles are kept in a human milk refrigerator. Both storage units need to be medical grade, pharmacy type, and plugged into an emergency power outlet. The freezer (-20°C) and refrigerator (4°C) each have a thermometer and an alarm that is programmed to sound if the temperature is out of range. An RN logs both temperatures twice daily. A commercially available, waterless milk warmer thaws and warms the PDHM. Thawing times depend on volume. The unit uses disposable liners that expire after 24 hours (K. Silvio, personal communication, January 7, 2016). A variety of alternate feeding tools, including a supplemental nursing device at the breast, cups, spoons, and oral syringes, are available when supplementation needs arise.
According to Kellams et al. (2017) , each method has its own benefit and risk and none are necessarily better than the other.
Workflow
In BMC's experience, having a protocolized workflow ensures safe and consistent practices regardless of staff variability. When it is determined that an infant needs supplementation, workflow starts immediately. A provider, RN, or IBCLC can recommend PDHM to the mother. After the mother is educated and consented, a provider writes an order for donor milk and an appropriate feeding plan. If not previously consulted, an IBCLC will follow the mother-infant dyad for the remainder of the hospital course. PDHM feeding preparation follows a safety process map unique to the BMC MBU. Tracking documentation is required when a bottle is initially opened and thawed (Supplemental Table  S1 ). In addition, specific details about an infant's feeding are recorded on an individual utilization log (Supplemental Table S2 ) and in the electronic medical record. Last, before the infant is fed, two RN signatures confirm the infant's medical record number with the labeled PDHM. The volume of PDHM given to an infant depends on gestational age, day of life, and size of the infant's stomach. If there is any remaining PDHM, it is refrigerated and either used for the infant's next feed or fed to another infant.
Staff Education
Rigorous staff education was necessary at all levels. An informal survey of various unit staff revealed an unsavory perception of PDHM or "yuck" factor. The director of the Mothers' Milk Bank Northeast gave an in-service education for bedside staff and providers. The task force medical director/pediatrician coordinated the provider education, creating a PowerPoint presentation to share with all hospitalists, rotating house officers, and medical students. As part of their unit orientation, pediatric residents also take a "field trip" to see the frozen bottles of PDHM and parental education sheet and consent and to review their responsibilities. RN education began with a required in-house original online training module. In addition, the unit nurse manager and task force IBCLC conducted one-on-one trainings with every RN.
Using the Plan/Do/Study/Act continuous quality improvement model of change (Deming, 1986) , PDHM was first used for one infant and one mother, with one RN, one IBCLC, and one MD. At the beginning stages of the development process, the Plan/Do/Study/Act model was repeated several times. After each attempt, the group huddled to discuss challenges. Staff feedback during training sessions frequently led to changes and improvements in workflow. Even a year after program rollout, the nurse manager continues staff education through all staff emails and one-on-one discussions on a case-by-case basis.
Conclusion
The BMC MBU implemented a sustainable PDHM program in a level I unit. As a TJC-accredited hospital, BMC sought to increase breastfeeding rates and improve PC-05. The MBU is currently reviewing data to answer the question, Did the PDHM program improve exclusive breastfeeding rates over the past year? MBU data show that the three most common reasons for PDHM usage were excessive weight loss, maternal-child separation, and small for gestational age. When the mother's own milk is not available, PDHM is the optimal choice to fill the feeding gap that would otherwise be an indication for formula (American Academy of Pediatrics, 2017). In fact, several mothers prefer PDHM as a temporary plan for the initial struggles of breastfeeding initiation and continued to exclusively breastfeed thereafter and describe it as a "healthier" choice versus formula (Kair & Flaherman, 2017 ).
BMC's MBU PDHM program was not successful overnight, but change is happening and it is becoming the unit's standard of care. The process took the task force approximately 1 year to complete. In the early stages of policy rollout, some staff were hesitant due to the unfamiliarity with PDHM. However, comprehensive training contributed to a cultural shift toward genuine acceptance. Staff education appears to have been successful based on individual and group discussions. The hard work of the task force staff and the support of hospital leadership were recognized in September 2016 when the Massachusetts Department of Public Health presented BMC with a Breastfeeding Achievement Award for its NICU and MBU PDHM programs. This article was written with the wish that other institutions will benefit from BMC's struggles and successes.
